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Claim 1 i. erected to : an -protein xnhrbrtor for 
inhibiting the production of -protein, fro, 
b acteria in ana around a vagina. The exoprote- inhU^or 
comprises a non-a.eor.ent enbstrate for insert- - * 

I from the group consisting of a non 

vagina being selected from the ^ device , 

absorbent incontinence device, a barrier D = „ batr ate 
tampon applicator, end a donche. The non-absorbent substrate 
^deposited thereon an elective amount of a first active 
ingredient having the general formula: 




wherein R 1 is -o R <OH, R 6 is a divalent saturated or unsaturated 

wherein K independently 

aliphatic hydrocarbyl moiety; > . . and R 

selected from the group consisting of H. OH, OOOH, an 

R > is hydrogen or a monovalent saturated or unsaturated aliphatic 

hydrocarbyl moiety, wherein the first active ingredient : is 

effective in Inhibiting the production of exoprotein from Gram 

positive bacteria. 

Stolar discloses an antibacterial pharmaceutical 
composition to treat bacterial infections comprising 
lite of a combination of phenoxyetbanol. trimethoprim and an 
antibacterial sulfa drug, The composition is for 
administration, and can be distributed in a pharmaceutical* 
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iC «p table « carr ;: r ; e 

„r dextrin, dextrose, s,dium chloride, and the like. 
8 9 ; t "« lue to disclose . non-absorbent substrate £ or 
insertion into the va g in. Wing selected from the ■«* 
consisting of a non-absorbeht inc— ™* _ 

birth controx device, a tampon ^ require(J 

attempt to £ ind each and every element of claim ^ 
4-Vija m P E P for a determination of prima facie oo 
the M.P.E.P. reference for combination 

Office cites the D'Augustxne et al . referenc 

with Stolar. - 
D 1 augustine et al. disclose devices, methods and 

<„,i f„noal bacterial, viral, ana 
compositions for treating vaginal fungal, oa 

parasitic infections by intravaginal or transvaginal 
administration of therapeutic and/or palliative antifungal, 
enribacteriai, antiviral or parasiticidal drugs to the vagina or 
uterus, specifically, a device- such as a tampon tampon- 
like device, vaginal ring, pessary, cervical cup, vaginal 
sponge, intravaginal tablet, or intravaginal suppository, 
drivers the drug, which can be in the form of a paste, cream, 
Ointment, microcapsule, solution, powder, or gel having a 
sufficient thickness to maintain prolonged vaginal epithelium 
and mucosa contact. m one embodiment, the drug can be 
incorporated into a cream, lotion, foam, paste, ointment, gel 
which can be applied to the vagina using an applicator. 

rTpplicants notT^ac, -^^STSCi^" 
does not disclose e^^P^f 1 ^ a sSgte component of a three- 
5Hra= f U, 5l£!ESS edition Stolar fail, to disclose 
component ^"^""^^HS antibacterial properties. 
^lug^tlns^^aT^lumn 18, lines 

i 3 : 
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in order for the Office! to show a pri*a facie case of 

. M P 8 P S2143 irequires that the Office must meet 
obviousness, M.P.E.P. s<sa*j * ,.-.->. or 

three criteria- (1) the prior art references must teach 
uTeet ail of the claim Imitations; (i) there must he some 
suggest all ot preferences themselves or 

suggestion or motivation, either in the r 

in the Knowledge generally available to. on. of ordinary shill » 
the art. to combine the references, and (3) there must be some 
reasonable expectation o £ success. The; Office has ^ to 
m eet its buraen under «„ above, as there is no motive ion 
suggestion to combine the Stolar and D<j Augustine et al. 
references to arrive at Applicants, claim 1. 

The Office asserts in;the previou* Office action that 
Stolar teaches phenoxyethanol as an effective antibacterial 
ag ent and o' Augustine diseases effective delivery of 
antibacterial compounds through non-absorbent vaginal devices, 
it would have been obvious! for one smiled in the art at the 
time of the instant invention to add the phenoxyethanol of 
stolar to the non-absorbent devices ofj D' Augustine for treating 
microbial or bacterial infections in the vaginal 
A p pl ieants respectfully disagree, and isubmit that the office is 
misinterpreting the stolaij reference. ; 4n=luaincI 
The Office has state*: that since 'Stolar suggests including 
a synergistically effective amount of :phenyxoethanol in the 
■ antibacterial composition." this implies that phenoxyethanol 
has antibacterial properties. However, as noted above, stolar 
does not disclose phenoxyithanol as an antibacterial 
aether, phenoxyethanol is, described merely as a sing . . component 
of a three-component composition, whepein the somp^on has 
entibaoterial properties.! There is. however, no disclosure 

I * ! 
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composition comprising a sujfa a g antibaCt erial 

pMnccyethanol is cosine* ««* » «» ^ 

_ . >^ _ „ -«- Atefl at column ^ , lines ^° 

Furthermore. Stolar ap tual y administra tion) 

not an effective antibacterial (for internal 

^ v, Hi* absence of a ieulf a drug and 
whe n administered in the aosenc . the 

trimethoprim. For instance, xn Example of a 

effectiveness of composites comprising a °™»^°» lL 
Ilfa drug, trimethoprim, | and phenoxyethanol. compositions 

sulfa drug, r , ™«itions compris: 

comprising two of the three drugs, or 
only a sulfa drug, trimethoprim, or p: 



fopnd 



Increased 



1 «it has surprisingly been 
mixture of a sulfa drug and 
overall composition is J^C* 
surprising in view of the fact 
the sulfa drug alone or the t* 
observed." stolar at col. 1. 



tU^iW W-T -rr 

trimethoprim thaf 



compositions comprising 
lenoxyethanol when the 



enoxyetnanox « —'ity of the 
lt nopr,m ™ the synerg, J^vit^ 
d to an Wf^f?*^; * ddea to either 
,c« that when gJ^J^J is 
trimethoprim alope, no 



In. 55-61. 
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die " In light o £ the rorego^ng. applets suc.it that — is 
,„ cited references CO incorporate 
motivation in the ««M D , AU Ltine to treat 

phenoxyethanol ^ * ^vaginal area. In 

particular, why would one 



•in Example 6 of Stolar, <** e *4 
the compositions, and on the f ) 
suspension of 2 x 10 s organism* 
were also given another treaty 
^ntinued lor 2 more days post 
of infection in each chick was 
The chicks were categorized as 
-dead," with -cured- and "«lx<* 
-sick 1 ' and -dead- being 
30 to col . S , In- 3 . 



dightly 



consid ered 



KCC 474 9.1 
K-C 16,858.1 
PATENT 



skilled in ttah art pick phenoxyethanol 

Furthermore, the Stoiar re« 
antibacterial — «r»-^- t 0 «jr^S^-«- 

in humans and animals^ =f ia colJ „. M li, 

, chicks were orally treated f » 1 compMition with 

infection hy »i*mg t 1 » s BUOh would one skilled i, 

the chicks' drinking water. As such, 



the chicks' drinking water. - ~~" * orally . adml nistered 
the art look to the stole* antibacterial, orai y 



1 Hi »»v*- 

medication 



were given 3 
llowing day were 
of E. coli in 
nt of tne 
infection. T$e 
recorded as ol: 
either "cured 

sick." toeing 
as another 



OP 



mi of water containing one of 
a given an injection of 0.5 ml 
sVmucin solution. The ctaclcs 
tions The treatment was 
severity and Presence orlacJt 
the llth day post inoculacioa. 
-slightly sick," £ 
considered a8 one group and 
group. Stolar at col. 4, in. 



PAGE 7(16 ^ RCVD AT 8/17/2006 3:20:28 PM [Eastern Daylight Time] * SVR:USPT0€FXRF-5/1 * DNIS:2738300 * CSID:3142314342 * DURATION (mm-ss):02-«6 



AUG-17-2006 THU 02:21 PM SENNIGER POWERS 



FAX NO, 3142314342 



P. 



use 



composition over any other 
the intravaginal devices of 
Stolar is it disclosed to 
the treatment of vaginal 
infections . b 

Additionally, even 
disclosed as an antibac 
would one skilled in the ar 
of the other non- toxic 
the art, particularly when 
suitable antibacterial comp 



ajntibacterial 
p< August ins 
the antib4c 
bacter 



fungal , 



that 
as sugges 
; pick StoXap 

rial 
D> Augustine 
^sitions to 



assuming 



:teri*l 



ant Lbactea 



Furthermore 



mertionecl 
:ive 
Invent ion 

Office. 



bactona 



5 The Office states that stolar 
tablets, thus suggesting other 
iaea that an oral composition ca 
Applicants respectfully disagree 
suggestion in Stolar that the ™ 
treat vaginal infections. Fu 
administration other than tablets 
incorporate the compositions of 
insertion into a vagina. As 
in the examples, the first act 
of claim 1 of the present inve 
as apparently understood by the 
specification, the first active 
exoproteine from Gram positive 
bacteria as the killing of to," 
needed to maintain a healthy 
selective killing of bacteria 
and could cause serious health 
active ingredient as claimed in 
seeks not to act as an anti 
seeks to only prevent the produ 
bacteria, while allowing the ba 
the cited references suggest or 
general formula of the first ac 
manner. Since not all antimxcrDb 
in the absence of any teaching or 
are suitable for use in a vaginal 
of routes of administration sucpi 
amount to a teaching or 
environment. k 



vat i 



suggest ion 



plxenoxyethanol is 



could 
problems. This 
claim X of th< 



microbial 



t ive ingredi eni ; 
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compositions £or use in 
et al.? Nowhere in 
terial composition for 
.al, viral, and parasitic 



i;ed by the Office, why 

's composition over all 
compositions present in 
»t al. provide numerous 
use with their non- 



ieaches -lutida^ 



[US »^JTf . 

routes of administration, rendering moot the 
Cot be combined with non-absorbent devices. 
L noted above, there is no <^° 8Ure 
Lions described therein co be used to 
^re, the disclosure in stolar of routes of 
3 does not amount to motivation to 
stolar into a non-absorbent substrate for 
HZ in applicants ■ specification and shown 
ingredient, used in the exoprotexn -^^xtor 
is not acting as an antimicrobial agent 
Office, as mentioned in Applicants- 
, Ingredient acts to inhibit the of 
iacceria, but does not seek to ,, kll l eria 
is non-selective and the "good" bacteria 
ina would als3 be killed. Thus, the non- 



actually te very harmful to the vagina 



is significant. The first 
present invention actually 
, Diax agent acclaimed by the Office, but 
ition of potentially harmful by-products of 
Iteria to live' It is also noted that none of 
disclose that a composition having the 



a. of claim 1 can act in such a 
fcbial agents S f e suitable for use in a vagina, 
ar suggestion l*at the compositions of S">*»* 
pr Bugg ^ r ^ dlsclC)Sure in stolar 

and suppositories does not 
Stolar composition in a vaginal 



environment 
as solutions' 
to use the; 
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absorbent devices and do not 
D' Augustine et al. simply t 
as antibacteriaXs to treat 
and devices for delivering 
several commercially 
D' Augustine et al. referenc 
skilled in the art would 
listed in the D' Augustine 
elsewhere in the art. Nor 
since, as discussed above, 
in Stolar to use the antiba^: 
of vaginal fungal, bacteria 

Furthermore, the D 
to treating infections such 
Corenebacterium vaginitis 
Gardnerella vaginalis or 
D ' Augustine et al. referenc 
coli taught or suggested, 
not, and could not, be mot 
drug composition of Stolar 
Examples is effective 
antibacterial s discussed 
directed to treating the 
vaginalis or Mycoplasma 
coli is a gram-negative 
art reading the Stolar and 
not and could not be moti 
drug composition of Stolar 
negative bacteria , for 



against 



3.31 
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point to any need for alternatives? 
5 ach compositions that can be used 
bacterial infections of the vagina 
compositions; and even provide 
antibacterial compositions. The 
e fails to provide a reason why one 
another; antibacterial over those 
al. reference or disclosed 
Les Stolar provide such motivation 
here is no jiisclosure or suggestion 
terial composition for the treatment 
L, viral, add parasitic infections, 
ine et alj. reference is directed 
as Haemophilus vaginitus and 
cjaused by anaerobic bacteria such as 
sma hutjiinus. No where in the 
e are infecjions caused by Eschericia 
As such, o4 skilled in the art would 
ated to usj: the antibacterial three- 
which, as jihown in the working 

Eschericia coli, over the 
the D'Augujitine et al . reference 
infections cajised by Gardnerella 

particularly, Eschericia 
such, one skilled in the 
et al. references would 
ivtated to use ;the antibacterial three- 
shown to tje effective against gram- 
trdatments caused by the gram-positive 



Aug List 



:.vs 



More;: 
As 

D' Augustine 



Jiu nixius - 
basterium. 
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vaginalis 



bacteria , Gardnerell* 
the gram-positive bacteria 

With all due respect 
impermissible hindsight a: 
combining the Stolar and D' 
arrive at Applicants' claim 
one skilled in the art read 
antibacterial composition 
vaginal infections. There 
antibacterial compositions, 
vaginal infections. What 
motivation ™- suggestion to 
any of the other enormous 
described in the art, whict 

As there is no 
Stolar and D 1 Augustine et 
every limitation of claim 
in view of D 1 Augustine et 

Claims 2-4 and 6-10 
1. As such, claims 2-4 
reasons as claim 1 set for 
additional elements they 



of 
it 



nalysis 



could 



13 



motivat ion 



ana 



2. Re jection of 
^n fflls ness TVPe Double 



Claims 



Claims 1-4, 6-11, anc 
judicially-created doctrine 
as being unpatentable over 



that 
retj ons 



or Mycopl 
Applicants; 
appears 
and 
Augustine el 
1 . Notably 
,ng D 1 Augus 
be used; 
; ire , however? 
many of whij 

important 
use the 
rlumber of 
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asma huminus, let alone 
» claimed invention, 
the Office has used 
traction when 
al . references to 
it would be clear to 
■ine et al . that an 
to treat bacterial 
a myriad of 



,=h are used to treat 
lis that there is no 

itions of Stolar over 



con pos 



are sui tab- 
or 

al 

claim 1 X 



sugg<j s 



references 



ul. 



depend directjLy 



6-10 are 
th above, a^ 
r squire. 



Pa tenting 



14-25 have 
of 

claims 1-4 



obviousness 



ant ibacten 



ial compositions 
e for use in a vagina, 
tion to combine the 

to arrive at each and 
patentable over Stolar 



or indirectly on claim 
patentable for the same 
well as for the 



1-4. 6-13 14 ~ 25 £or 



been rejected under the 

-type double patenting 
of Syverson, et al. {U.S. 
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SyvefBon 



Patent NO. 6,821,999) in vie|* 
Patent No. 5,612,045) , 
Syverson (U.S. Patent No 
Applicants have enclosed 
accordance with 37 C.F.R 
Accordingly, Applicants 
type double patenting reje 



Pa tent 



3n 



respe 



of any ons 
(U.S 
618, 554) 
a 

321(c) to 
ctfuliy 

be witiy&rawn 



herewith a Terp inal 



cl ion 



..jprtion of Claims 14-25 Unde 



rom 



branch sd 



about 



cone 



Reconsideration is 
25 under 35 U.S.C. §103 (a) 
(U.S. 4,470,978) in view of 
and Syverson (U.S. 5,612,04 

Claims 14-25 depend f 
exoprotein inhibitor to 
active ingredient having tf 
r 10 is a straight or 
alkenyl having from 8 to 
selected from the group 
polyalkoxylated sulfate sa 
sulf osuccinate salt, and 
effective in substantially 
exoprotein from Gram posit 
Claim 1 is patentable 
D» Augustine for the reasons 
14-25, which depend from 
combination of Stolar and 
claim 1 above. In 
the phenoxyethanol as 



recj jested 



parties lar 
disc losed 
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of Syverson (U.S. 

No. 5,685,872) , 
response thereto, 
Disclaimer in 

the rejection, 
the obviousness 



or 



oi iviate 



rec uest 



r 35 n sc. 5103(a) 



ths 



of 

is being un; 
D' Augustine 

|5) - 

claim 1 
an e 



rejection of claims 14- 
t^Ltentable over of Stolar 
et al. (U.S. 6,416,779) 



conprise 



t e general 
alkyl or 
18 c 
Isting of 
t and a po 
wjierein the $ 
inhibiting 
ive bacterid 
over the c 
set forth! 
dlaim 1, are! 
D 1 Augustine!; 



^nd further require the 
f Elective amount of a second 
mala: R 10 ^^ wherein 
straight or branched 



there $ 
in 

10 



arb&n atoms and R 11 is 



in alcohol, a 
alkoxylated 
>cond active ingredient is 
;he production of 



upmbination of Stolar and 
above. Therefore, claims 
patentable over the 
for the same reasons as 
s no motivation to combine 
with the devices of 



St5< >lar 
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The Syverson reference 
Specifically, Syverson is me 
such as catamenial tampons, 
an ether compound to 
exotoxins by Gram positive 
Syverson is a first active i 
even mentioned, much less 
properties or is effective 
exoprotein from Gram positi\ 

As such, claims 14-25 
of Stolar, D'Augustine, and 



i and every 
ioes not 
rely direc 
which include 
inhijc 

tjacteria 
ngredient ap 
such a qj 
inhibit inj 
e bacteria, 
4re patentat 
Syverson 



substantially 



ttat 



: n 



6 syverson furthermore tails to 
selected from the group consisting 
barrier birth control device, a 
is directed solely to absorbent 



ovip rcome 



Limitation of claim 1. 
this deficiency, 
to absorbent articles, 
an effective amount of 
it the production of 
Significantly, nowhere in 

set forth in claim 1 
| impound has antimicrobial 
the production of 



e over the combination 



lisclose or 

of a non-i 
tampon appli 
articles. 

11 
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s\j|c gest 



ab jorbent 
ica :or , 



a non-absorbent substrate 
incontinence device, a 
and a douche* but rather 
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C onclusion 



and 



in view of the above, A|?pl 
favorable reconsideration 
The Commissioner is hereby 
deficiency in connection 
Trademark Office to Deposit 
of Senniger, Powers, Leavitt 



allowance! 
authorized tj: 



with 



of all pending claims, 
charge any fee 
„ this Letter To Patent And 
Account Nutter 19-1345 in the name 
& Roedel, 



Respectfully 



icants respectfully request 
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(^rist 




r is top 

SENNIGER 
One Metropq 
St. Louis, 
314-231-54QM 



itan Square, 16 th Floor 
Aissouri 63102 



M. Goff, Reg. No. 41,785 



Submitted, 



CMG/LJH/cms 
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